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*Device Name: CMS-1000FM Central Monitoring System

*Classification Name: 884.2740 Perinatal Monitoring System and accessories

*Product code: HGM

*Regulatory Class: Class 11
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CMS- I OOOFM Central Monitoring System

Predicate Device:

Central Monitoring System (model .MFM-CNS) K100358 Manufacturer: EDAN
Instruments

Device Description:

CMS-1000FM Central Monitoring System is a software product that runs on a PC
station running the Microsoft Windows XP operating system. The CMS-100OFM
Central Monitoring System connects one central station with some bedside fetal I
maternal monitors, and carries out centralized monitoring management for many
beds. It can monitor a pregnant woman during the whole parturition process, and
all the monitoring information can be recorded, saved and printed, and alarm
when the parameter exceeds the user defined limit and poor signal quality. At the
same time, the old records can be searched conveniently and quickly.

Device features:
* Connect maximum 32 bedside fetal / maternal monitors with Ethernet.
* Display FHR, ULA, Maternal HR, PIR, SpO2, NIBP, RR and TEMP numeric

on the screen.
* The screen displays all the monitors simultaneously, or displays one

monitor in full screen.
" 24-hour CTG, 1440-group Maternal Vital Sign data, 200-group NJBP data

review.
* Print CTG report, Maternal Vital Sign list, NIBP list on the paper
* Audible & visible alarm when FHR or maternal vital sign exceeds the user

defined limit or poor signal quality.
* Patient information, CTG, Maternal Vital Sign list and NIBP list can be

saved, and burned into CDs for backup.
* Support user accessing control

Intended Use:

The CMS-1000FM Central Monitoring System (hereinafter called "CMS-
1000FM") is a clinical data managing software application and is indicated for
antepartumn and intrapartumn monitoring of pregnant women in a healthcare
setting.

The CMS-1000FM is intended to manage perinatal monitoring data acquired
from bedside monitors or manual input for viewing at the central nursing station.
The system also produces an electronic medical record.

The CMS-1000OFM has display fields for the following obstetric data:
* patient demographics
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CMS-IOOOFM Cen tral Monitoring System

* provider notes
0 FHR
* uterine activity (via tocodynamometry or IUP)
* maternal heart rate
0 SpO 2
0 NIBP
0 respiratory rate
a temperature
* pulse rate

Comparison to the predicate device:

The subject device has similar technology characteristics and has the same

intended use as the predicate device.

Substantially Equivalent Determination:

This premarket notification submission demonstrates that CMS-1000FM Central
Monitoring System is substantially equivalent to the predicate device.
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7 DEPARTMENT OF HEALTH & HUMAN SERVICES

Sp)cmc ail -WU6C;0

L\(I\zIUccI 1IIMsrInCeTW1tinS, Inc.
<0 JrueNi an.Phi.D.

Excutive Dircctor
Fliad lh b lechnolouvY Cenn.Intcllc
601 West 20 Street
I-IIAI..LAlI- FL. 33010 .

Re: K 1121-59
'Iriade Namne: CN'IS- I OOOFN'iI Centr al Mvonitorina, Systemv
RCeIa ionL10 N Llinbc : 21 I UR § 884.2740
Rcuulation Name: Per inatal monilor inu systemn anti accessor ies
Ret'ularory, Class: I1
Plouc [itcCode:I- 3N
Dated: Septem her 12, 201
Received: Septemlber 14, 201

Dear Di. Nlilian:

Welhave reviceed our Section 510(k) premiar-ket not ilicat ion of intent to market thie device
refereniced abtov~e and hav ecdeterm~iindthe deCvice is substanttially equlivatlnt(for thie indicationis
or01 Use stated ill theC eclosure) to leg-ally marketed predicate devices marketed in interstate

commerce prior to Mvay 28, 1976, the enactment date of the Medical Device Amnendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require appro val of a preirlarkct approval application (PMNA).
YOU may, therefore, market the device, subject to the general controls provisions of the Act. Theli
genecral controls provisions of the Act include requiremntls for annual registration, listing- Of
deCvices, good mnanufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evatluate information related to contract liability
warranities. We remnind YOU, however, that device labeling must be truthftrl and not misleading.

If: your device is classified (See above) into either class 11 (Special Controls) orelass Ill (P3MA), it
May be stibjct to additional controls, Existing major regulations affecting your device can be
found in the Code of' Federal Regulations, Tfitle 21, Parts 800 to 898. In addition, FDA may
publish further annou-ncements concerning- your device in the Federal Renister.

Please be advised that FDA's issuiance of a substantial equivalence determination does not meian
that FDA has made ai determination that your device C(olp lies with other retjtuirements of the Act
or any Federal statutes and reiztilations administered by other Federal agencies. YOU m1ust comp11ly
with all the Act's requiremnts, Hinclding, butl not limited to: registration and listing (21 CFR Part
807); labelino (21 CFR Part 801 ); Medical devie reporting (repor ting of medical device-related



ad verse events) (2 1 CF Rt 803); go od inanu Lfacturing practice req a remerits as set forth in the
(Iti.alIity systems (QS) reglat ion (2 1 CFR Par t 820); and if af)plicablIe, the elCtr: 1oic I) rodt
radi at ion controlI provisions (Sect ions 531-542 o f the Act); 2 1CFIR' 1000-1050.

If' you des ire specific advice for. your devic on Oul0-r la belIing regulIation (2 1 CFIR P art 80 1) please
go to Itp/wwfaevAotD/etrOfcsC R./Dl~fcu In 15 809.1iml ['or
the Center for- Devices and Radiological Health's (CDRI-is) Office of Compliance. Also, please
note the regulationl entitled, NIMisbranding by refecrence to preniket notification" (2 1 C FR Part
807.97). For questions regarding the reporting of adverse events under the M1VDR regulation (2 1
CFR1 IPart 803)), please go to
him ://www d.n /edla cicsSaeyRnrarblmdfut v for the C DM1 's Office
of Su rveilIlance and B iometrics/Di vision of Posiniarket SLurveillance.

YOUi may obtaini other general information Onl your responsibi lilies unoder thle Act from) the
Division of Small Mvanufaicturers, International and CoOsumerc Assistance at its tot I- free nu.1r ber
(800) 638-2041 or- (301) 796-7 100 or at its Internet address

Sincerely yours.

(erbert P. Lerner, IM. D., Director (Acting)
Divisioni of Reproductive, Gaistro-Renial

and Urological Devices
Office of Device Evaluiation
Center for Devices and

Radio logical HeI alth

Enclosure



Indications for Use

51 0(k) Number (if known):JL12.L7

Device Name:

CMS-10OOOFM Central Monitoring System

Indications for Use:
The CMS-1000FM Central Monitoring System (hereinafter called "OMS-
IOOOFM") is a clinical data managing software application and is indicated for
antepartumn and intrapartumn monitoring of pregnant women in a healthcare
setting.

The CMS-1000FM is intended to manage perinatal monitoring data acquired
from bedside monitors or manual input for viewing at the central nursing station.
The system also produces an electronic medical record.

The CMS-1 OOOFM has display fields for the following obstetric data:
0 patient demographics
0 provider notes
* FHR
0 uterine activity (via tocodynamometry or IUP)
* maternal heart rate
0 SpO 2
* NIBP
0 respiratory rate
0 temperature
0 pulse rate

Prescription Use _X___ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sg

Division of Reproductive, Page-p1,ioaian
Urlogicai3 Devices atORnad51()Number "'


